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(iii) Research for which a determina-
tion is made that the research is ex-
empt on or after January 21, 2019. 

(m) Severability: Any provision of 
this part held to be invalid or unen-
forceable by its terms, or as applied to 
any person or circumstance, shall be 
construed so as to continue to give 
maximum effect to the provision per-
mitted by law, unless such holding 
shall be one of utter invalidity or unen-
forceability, in which event the provi-
sion shall be severable from this part 
and shall not affect the remainder 
thereof or the application of the provi-
sion to other persons not similarly sit-
uated or to other dissimilar cir-
cumstances. 

[82 FR 7259, 7273, Jan. 19, 2017, as amended at 
83 FR 28518, June 19, 2018] 

§ 46.102 Definitions for purposes of 
this policy. 

(a) Certification means the official no-
tification by the institution to the sup-
porting Federal department or agency 
component, in accordance with the re-
quirements of this policy, that a re-
search project or activity involving 
human subjects has been reviewed and 
approved by an IRB in accordance with 
an approved assurance. 

(b) Clinical trial means a research 
study in which one or more human sub-
jects are prospectively assigned to one 
or more interventions (which may in-
clude placebo or other control) to 
evaluate the effects of the interven-
tions on biomedical or behavioral 
health-related outcomes. 

(c) Department or agency head means 
the head of any Federal department or 
agency, for example, the Secretary of 
HHS, and any other officer or employee 
of any Federal department or agency 
to whom the authority provided by 
these regulations to the department or 
agency head has been delegated. 

(d) Federal department or agency refers 
to a federal department or agency (the 
department or agency itself rather 
than its bureaus, offices or divisions) 
that takes appropriate administrative 
action to make this policy applicable 
to the research involving human sub-
jects it conducts, supports, or other-
wise regulates (e.g., the U.S. Depart-
ment of Health and Human Services, 

the U.S. Department of Defense, or the 
Central Intelligence Agency). 

(e)(1) Human subject means a living 
individual about whom an investigator 
(whether professional or student) con-
ducting research: 

(i) Obtains information or biospeci-
mens through intervention or inter-
action with the individual, and uses, 
studies, or analyzes the information or 
biospecimens; or 

(ii) Obtains, uses, studies, analyzes, 
or generates identifiable private infor-
mation or identifiable biospecimens. 

(2) Intervention includes both physical 
procedures by which information or 
biospecimens are gathered (e.g., 
venipuncture) and manipulations of the 
subject or the subject’s environment 
that are performed for research pur-
poses. 

(3) Interaction includes communica-
tion or interpersonal contact between 
investigator and subject. 

(4) Private information includes infor-
mation about behavior that occurs in a 
context in which an individual can rea-
sonably expect that no observation or 
recording is taking place, and informa-
tion that has been provided for specific 
purposes by an individual and that the 
individual can reasonably expect will 
not be made public (e.g., a medical 
record). 

(5) Identifiable private information is 
private information for which the iden-
tity of the subject is or may readily be 
ascertained by the investigator or asso-
ciated with the information. 

(6) An identifiable biospecimen is a bio-
specimen for which the identity of the 
subject is or may readily be 
ascertained by the investigator or asso-
ciated with the biospecimen. 

(7) Federal departments or agencies 
implementing this policy shall: 

(i) Upon consultation with appro-
priate experts (including experts in 
data matching and re-identification), 
reexamine the meaning of ‘‘identifiable 
private information,’’ as defined in 
paragraph (e)(5) of this section, and 
‘‘identifiable biospecimen,’’ as defined 
in paragraph (e)(6) of this section. This 
reexamination shall take place within 
1 year and regularly thereafter (at 
least every 4 years). This process will 
be conducted by collaboration among 
the Federal departments and agencies 
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implementing this policy. If appro-
priate and permitted by law, such Fed-
eral departments and agencies may 
alter the interpretation of these terms, 
including through the use of guidance. 

(ii) Upon consultation with appro-
priate experts, assess whether there are 
analytic technologies or techniques 
that should be considered by investiga-
tors to generate ‘‘identifiable private 
information,’’ as defined in paragraph 
(e)(5) of this section, or an ‘‘identifi-
able biospecimen,’’ as defined in para-
graph (e)(6) of this section. This assess-
ment shall take place within 1 year and 
regularly thereafter (at least every 4 
years). This process will be conducted 
by collaboration among the Federal de-
partments and agencies implementing 
this policy. Any such technologies or 
techniques will be included on a list of 
technologies or techniques that 
produce identifiable private informa-
tion or identifiable biospecimens. This 
list will be published in the FEDERAL 
REGISTER after notice and an oppor-
tunity for public comment. The Sec-
retary, HHS, shall maintain the list on 
a publicly accessible Web site. 

(f) Institution means any public or 
private entity, or department or agen-
cy (including federal, state, and other 
agencies). 

(g) IRB means an institutional review 
board established in accord with and 
for the purposes expressed in this pol-
icy. 

(h) IRB approval means the deter-
mination of the IRB that the research 
has been reviewed and may be con-
ducted at an institution within the 
constraints set forth by the IRB and by 
other institutional and federal require-
ments. 

(i) Legally authorized representative 
means an individual or judicial or 
other body authorized under applicable 
law to consent on behalf of a prospec-
tive subject to the subject’s participa-
tion in the procedure(s) involved in the 
research. If there is no applicable law 
addressing this issue, legally authorized 
representative means an individual rec-
ognized by institutional policy as ac-
ceptable for providing consent in the 
nonresearch context on behalf of the 
prospective subject to the subject’s 
participation in the procedure(s) in-
volved in the research. 

(j) Minimal risk means that the prob-
ability and magnitude of harm or dis-
comfort anticipated in the research are 
not greater in and of themselves than 
those ordinarily encountered in daily 
life or during the performance of rou-
tine physical or psychological exami-
nations or tests. 

(k) Public health authority means an 
agency or authority of the United 
States, a state, a territory, a political 
subdivision of a state or territory, an 
Indian tribe, or a foreign government, 
or a person or entity acting under a 
grant of authority from or contract 
with such public agency, including the 
employees or agents of such public 
agency or its contractors or persons or 
entities to whom it has granted au-
thority, that is responsible for public 
health matters as part of its official 
mandate. 

(l) Research means a systematic in-
vestigation, including research devel-
opment, testing, and evaluation, de-
signed to develop or contribute to gen-
eralizable knowledge. Activities that 
meet this definition constitute re-
search for purposes of this policy, 
whether or not they are conducted or 
supported under a program that is con-
sidered research for other purposes. 
For example, some demonstration and 
service programs may include research 
activities. For purposes of this part, 
the following activities are deemed not 
to be research: 

(1) Scholarly and journalistic activi-
ties (e.g., oral history, journalism, bi-
ography, literary criticism, legal re-
search, and historical scholarship), in-
cluding the collection and use of infor-
mation, that focus directly on the spe-
cific individuals about whom the infor-
mation is collected. 

(2) Public health surveillance activi-
ties, including the collection and test-
ing of information or biospecimens, 
conducted, supported, requested, or-
dered, required, or authorized by a pub-
lic health authority. Such activities 
are limited to those necessary to allow 
a public health authority to identify, 
monitor, assess, or investigate poten-
tial public health signals, onsets of dis-
ease outbreaks, or conditions of public 
health importance (including trends, 
signals, risk factors, patterns in dis-
eases, or increases in injuries from 
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using consumer products). Such activi-
ties include those associated with pro-
viding timely situational awareness 
and priority setting during the course 
of an event or crisis that threatens 
public health (including natural or 
man-made disasters). 

(3) Collection and analysis of infor-
mation, biospecimens, or records by or 
for a criminal justice agency for activi-
ties authorized by law or court order 
solely for criminal justice or criminal 
investigative purposes. 

(4) Authorized operational activities 
(as determined by each agency) in sup-
port of intelligence, homeland secu-
rity, defense, or other national secu-
rity missions. 

(m) Written, or in writing, for purposes 
of this part, refers to writing on a tan-
gible medium (e.g., paper) or in an elec-
tronic format. 

§ 46.103 Assuring compliance with this 
policy—research conducted or sup-
ported by any Federal department 
or agency. 

(a) Each institution engaged in re-
search that is covered by this policy, 
with the exception of research eligible 
for exemption under § 46.104, and that is 
conducted or supported by a Federal 
department or agency, shall provide 
written assurance satisfactory to the 
department or agency head that it will 
comply with the requirements of this 
policy. In lieu of requiring submission 
of an assurance, individual department 
or agency heads shall accept the exist-
ence of a current assurance, appro-
priate for the research in question, on 
file with the Office for Human Re-
search Protections, HHS, or any suc-
cessor office, and approved for Federal- 
wide use by that office. When the exist-
ence of an HHS-approved assurance is 
accepted in lieu of requiring submis-
sion of an assurance, reports (except 
certification) required by this policy to 
be made to department and agency 
heads shall also be made to the Office 
for Human Research Protections, HHS, 
or any successor office. Federal depart-
ments and agencies will conduct or 
support research covered by this policy 
only if the institution has provided an 
assurance that it will comply with the 
requirements of this policy, as provided 
in this section, and only if the institu-

tion has certified to the department or 
agency head that the research has been 
reviewed and approved by an IRB (if 
such certification is required by 
§ 46.103(d)). 

(b) The assurance shall be executed 
by an individual authorized to act for 
the institution and to assume on behalf 
of the institution the obligations im-
posed by this policy and shall be filed 
in such form and manner as the depart-
ment or agency head prescribes. 

(c) The department or agency head 
may limit the period during which any 
assurance shall remain effective or 
otherwise condition or restrict the as-
surance. 

(d) Certification is required when the 
research is supported by a Federal de-
partment or agency and not otherwise 
waived under § 46.101(i) or exempted 
under § 46.104. For such research, insti-
tutions shall certify that each proposed 
research study covered by the assur-
ance and this section has been reviewed 
and approved by the IRB. Such certifi-
cation must be submitted as prescribed 
by the Federal department or agency 
component supporting the research. 
Under no condition shall research cov-
ered by this section be initiated prior 
to receipt of the certification that the 
research has been reviewed and ap-
proved by the IRB. 

(e) For nonexempt research involving 
human subjects covered by this policy 
(or exempt research for which limited 
IRB review takes place pursuant to 
§ 46.104(d)(2)(iii), (d)(3)(i)(C), or (d)(7) or 
(8)) that takes place at an institution 
in which IRB oversight is conducted by 
an IRB that is not operated by the in-
stitution, the institution and the orga-
nization operating the IRB shall docu-
ment the institution’s reliance on the 
IRB for oversight of the research and 
the responsibilities that each entity 
will undertake to ensure compliance 
with the requirements of this policy 
(e.g., in a written agreement between 
the institution and the IRB, by imple-
mentation of an institution-wide policy 
directive providing the allocation of re-
sponsibilities between the institution 
and an IRB that is not affiliated with 
the institution, or as set forth in a re-
search protocol). 

(Approved by the Office of Management and 
Budget under Control Number 0990–0260) 
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